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Serial No. 10/070,764 
Art Unit: 1645 

RESPONSE TO APPLICANTS' AMENDMENT 
Applicants' Amendment 

1) Acknowledgment is made of Applicants' amendment filed 05/23/06 in response to the non- 
final Office Action mailed 02/23/06. 

Status of Claims 

2) Claim 4 1 has been amended via the amendment filed 05/23/06. 

New claims 46 and 47 have been added via the amendment filed 05/23/06. 
Claims 41-47 are pending and are under examination. 

Prior Citation of Title 35 Sections 

3) The text of those sections of Title 35 U.S. Code not included in this action can be found in a 
prior Office Action. 

Prior Citation of References 

4) The references cited or used as prior art in support of one or more rejections in the instant 
Office Action and not included on an attached form PTO-892 or form PTO-1449 have been 
previously cited and made of record. 

Rejection(s) Withdrawn 

5) The rejection of claim 41 made in paragraph 1 7(a) of the Office Action mailed 02/23/06 
under 35 U.S.C. § 1 12, second paragraph, as being indefinite, is withdrawn in light of Applicants' 
amendment to the claim. 

6) The rejection of claim 41 made in paragraph 17(b) of the Office Action mailed 02/23/06 
under 35 U.S.C. § 1 12, second paragraph, as being indefinite, is withdrawn in light of Applicants' 
amendment to the claim. 

7) The rejection of claims 42-45 made in paragraph 1 7(c) of the Office Action mailed 02/23/06 
under 35 U.S.C. § 112, second paragraph, as being indefinite, is withdrawn in light of Applicants' 
amendment to the base claim. 

New Rejection(s) Based on Applicants' Amendment 

The new rejection(s) set forth below are necessitated by Applicants' amendments and/or 
submission of new claims. 
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Rejection^) under 35 U.S.C. § 112, First Paragraph (New Matter) 

8) Claims 41-47 are rejected under 35 U.S.C. § 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had possession of 
the claimed invention. This is a new matter rejection. 

Claim 41 as amended, and the new claims 46 and 47, include the limitations: 'wherein said 

second ligand binds to the andl or to the clostridial toxin part of the first ligand-clostridial 

toxin complex' [Emphasis added]. Applicants point to lines 4-17 and 27-32 on page 6 of the 
specification and state that the amended claim 41 and new claim 46 have support therein. 
Applicants state that support for new claim 47 can be found at lines 18-22 of page 3 and lines 6-23 
of page 8 of the specification. However, there appears to be no descriptive support in these parts of 
the specification for the method now claimed. First, a second ligand that selectively binds to the 
first ligand part of the first ligand-clostridial toxin complex and to the clostridial toxin part of the 
first ligand-clostridial toxin complex has no descriptive support in the specification, as originally 
filed. Secondly, a method which includes the second step wherein a second ligand binds to the 
'clostridial toxin part of the first ligand-clostridial toxin complex', has no descriptive support in the 
specification, as originally filed. A review of the specification indicates the following. Lines 4-6 
on page 10 of the specification describe that a further ligand binds selectively to the first ligand, or 
binds selectively to a complex of the first ligand with toxin. Lines 11-13 of page 10 of the 
specification describe that the second ligand can be a further antibody or immunoglobulin binding 
domain which binds to the first antibody or to a complex of the first antibody with toxin. Line 17 of 
page 10 describes the use of the second ligand to remove antibody-toxin complexes. Therefore, the 
above-identified limitations in the claims are considered to be new matter. In re Rasmussen, 650 
F2d 1212 (CCPA, 1981). New matter includes not only the addition of wholly unsupported subject 
matter but also, adding specific percentages or compounds after a broader original disclosure, or 
even omission of a step from a method. See M.P.E.P 608.04 to 608.04(c). 

Applicants are respectfully requested to point to specific pages and lines providing the 
descriptive support in the specification as originally filed, for the new limitations, or remove the 
new matter from the claim(s). 
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Rejection(s) under 35 U.S.C. § 112, Second Paragraph 

9) Claims 41-47 are rejected under 35 U.S.C. § 1 12, second paragraph, as being indefinite, for 
failing to particularly point out and distinctly claim the subject matter which Applicants regard as 
the invention. 

(a) Claim 41 is vague and indefinite in the limitation: 'fragments or conjugates', because 
it is unclear what is encompassed in this limitation. What constitutes 'fragments' or 'conjugates', 
and how much of the original clostridial toxin's structure must be retained such that the resultant 
product qualifies as a 'fragment' is not clear. Does a single amino acid or a dipeptide of the 
clostridial toxin qualify as a 'fragment'? What are conjugates composed of, i.e., what are the 
fragments conjugated to, is unclear. The metes and bounds of the structure encompassed in the 
limitation 'fragments or conjugates' are indeterminate. 

(b) Claim 41 lacks proper antecedent basis in the limitation 'conjugates thereof in lines 
7, 9, 20 and 22 of the claim. For proper antecedent basis, it is suggested that Applicants replace the 
limitation with -the conjugates thereof-. 

(c) Claim 41 lacks proper antecedent basis in the limitation 'clostridial toxin fragments 
or conjugates thereof (see last two lines). For proper antecedent basis, it is suggested that 
Applicants replace the limitation with the limitation -the clostridial toxin fragments or the 
conjugates thereof-. 

(d) Claim 41 is further vague, indefinite and confusing in the limitations: 'wherein said 

second ligand binds to the first ligand-clostridial toxin complex wherein said second ligand 

binds to the first ligand part of the first ligand-clostridial toxin complex and/or to the clostridial 
toxin part of the first ligand-clostridial toxin complex' (see part ii), because it is unclear how the 
same 'said second ligand' can bind to (a) the first ligand-clostridial toxin complex; (b) the first 
ligand part of the first ligand-clostridial toxin complex; and (c) the clostridial toxin part of the first 
ligand-clostridial toxin complex. Is this one single second ligand that has binding specificity for all 
these components? 

(e) Analogous rejection and criticism applies to new claims 46 and 47. 

(f) Claim 46 is vague and indefinite in the limitation: 'fragments', because it is unclear 

what is encompassed in this limitation. What constitutes 'fragments', and how much of the original 

clostridial toxin's structure must be retained such that the resultant product qualifies as a 'fragment' 
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is not clear. Does a single amino acid or a dipeptide of the clostridial toxin qualify as a 'fragment'? 
The metes and bounds of the structure encompassed in the limitation 'fragments' are indeterminate. 

(g) Claim 46 lacks proper antecedent basis in the limitation 'clostridial toxin fragments' 
(see last line). For proper antecedent basis, it is suggested that Applicants replace the limitation 
with the limitation -the clostridial toxin fragments-. 

(h) Claim 47 lacks proper antecedent basis in the limitation 'clostridial LH N ' (see last 
line). For proper antecedent basis, it is suggested that Applicants replace the limitation with the 
limitation -the clostridial LH N -. 

(i) Claims 42-45, which depend from claim 41, are also rejected as being indefinite 
because of the indefiniteness identified above in the base claim. 

Remarks 

10) Claims 41-47 stand rejected. 

1 1) Applicants' amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. Applicants are reminded of the 
extension of time policy as set forth in 37 C.F.R 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on the 
date the advisory action is mailed, and any extension fee pursuant to 37 C.F.R 1 .136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the mailing date of this final action. 

12) Papers related to this application may be submitted to Group 1600, AU 1645 by facsimile 
transmission. Papers should be transmitted via the PTO Central Fax number (571) 273-8300, which 
receives facsimile transmissions 24 hours a day and 7 days a week. 

13) Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAG or Public PAIR. Status information for 
unpublished applications is available through Private PAIR only. For more information about the 
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PAIR system, see http://pair-direct.uspto.Mov. Should you have questions on access to the Private 
PAA system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
14) Any inquiry concerning this communication or earlier communication(s) from the Examiner 
should be directed to S. Devi, Ph.D., whose telephone number is (571) 272-0854. A message may 
be left on the Examiner's voice mail service. The Examiner can normally be reached on Monday to 
Friday from 7.15 a.m to 4.15 p.m. except one day each bi-week which would be disclosed on the 
Examiner's voice mail system. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's supervisor, 
Lynette Smith, can be reached on (571) 272-0864. 



June, 2006 




PRIMARY EXAMINER 
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